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DETAILED ACTION 

Claim Status 
Claims 21-30 are pending. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 21,22, 26-28 and 30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bullivant (U.S. Patent No. 5,507,816) in view of Peckett et al. ("the 
Hartshill Horseshoe: Journal of Musculoskeletal Research Vol. 4. No. 3). 

Bullivant et al. discloses a surgical method for replacing damaged fibrocartilage 
in the vertebrae anteriorly where the damage fibrocartilage is removed to create and 
intervertebral space. Superior and inferior support plates (10 and 14) are inserted into 
the intervertebral space with the guide of a channel (Col. 4, lines 11-16) and a 
cushioning member (12) is placed between them to replace the fibrocartilage and 
absorb forces applied to the intervertebral space. Bullivant et al. discloses the claimed 
method except for accessing the vertebrae posteriorly. Peckett et al. teaches that 
spinal surgery is best performed through a posterior approach (page 217, lines 1-2). It 
is disclosed that a disadvantage of the anterior approach as opposed to the posterior 
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approach is the potential for visceral or vascular damage (page 216, lines 38-40). 
Therefore, it would have been obvious to one skilled in the art at the time the method 
v/as created to access the vertebrae posteriorly in view of Peckett et al., in order to 
provide and intervertebral disc endoprosthesis adapted to be inserted posteriorly, 
achieve long wear life, eliminate posterior spinal pathology and eliminate the need for 
facet joints. 

Claim 25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bullivant (U.S. Patent No. 5,507,816) in view of Peckett et al. ("the Hartshill Horseshoe: 
Journal of Musculoskeletal Research Vol. 4. No. 3) as applied to claim 21 above, and 
further in view of Wong et al. ("Paired cylindrical Interbody Cage Fit and 
Facetectomy...", SPINE Vol. 26, number 5). 

The combination of Bullivant in view of Peckett et al., as applied to claim 21 , 
discloses the claimed invention except performing a partial discectomy that includes 
removing the adjacent facets that would allow posterior access of the superior and 
inferior vertebrae at the desired site location of the implant. Wong et al. teaches a 
facetectomy to give access to the implant location. They also teach that hemi- 
facetectomy are preferred because near-total or total removal of the facets could 
significantly compromise vertebral stability and successful interbody fusion. (Page 575, 
Col. 2, lines 16-22) It would have been obvious to one skilled in the art at the time the 
invention was made to develop the method with the combination of Bullivant as modified 
by Peckett et al. to only remove the spinous process and the inferior articular process of 
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the superior vertebrae and the superior articular process of the inferior vertebrae in view 
of Wong et al. 

Claims 23 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the combination of Bullivant (U.S. Patent No. 5,507,816) as modified by Peckett et 
al. ("the Hartshill Horseshoe: Journal of Musculoskeletal Research Vol. 4. No. 3) Wong 
et al. ("Paired cylindrical Interbody Cage Fit and Facetectomy...", SPINE Vol. 26, 
number 5), as applied to claim 1 1 above, and further in view of Beer et al. (U.S. Patent 
No. 5,458,642). 

The combination of Bullivant, Peckett et al. and Wong et al. discloses the claimed 
method except for the cushioning member being a coil spring. Beer et al. discloses a 
coil spring (1 3) to act as a cushioning member in the vertebral implant. It would have 
been obvious to one skilled in the art at the time the invention was made to develop the 
method with the combination of Bullivant as modified by Peckett et al. and Wong et al., 
to have the cushioning member be a coil spring in view of Beer et al. because the coil 
spring distributes forces acting on the disc between the springs and allows for normal 
movement of the vertebrae. 

Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Bullivant (U.S. Patent No. 5,507,816) as modified by Peckett et al. ("the 
Hartshill Horseshoe: Journal of Musculoskeletal Research Vol. 4. No. 3) and Wong et 
al. ("Paired cylindrical Interbody Cage Fit and Facetectomy...", SPINE Vol. 26, number 
5), as applied to claim 21 above, and further in view of Gauchet et al. (U.S. Patent No. 
6,579,320). 
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The combination of Bullivant, Pecltett et al. and Wong et al. discloses the claimed 
method except for the cushioning member being a dampening matrix comprising a 
hydrogel core positioned within a constraining jacket. Gauchet et al. discloses a 
hydrogel core (16) dampening matrix positioned within a constraining jacket (26) to act 
as a cushioning member in the vertebral implant. It would have been obvious to one 
skilled in the art at the time the invention was made to develop the method with the 
combination of Bullivant as modified by Peckett et al. and Wong et al., to have the 
cushioning member be a dampening matrix comprising a hydrogel core positioned 
within a constraining jacket in view of Gauchet et al. because this allows the prosthesis 
to imitate the mechanical properties of a healthy natural intervertebral disk. 

Response to Arguments 

Applicant's arguments filed January 30, 2006 have been fully considered but they 
are not persuasive. The art disclosed in this action have the proper and appropriate 
motivation to have made this invention. The test for obviousness is not whether the 
features of a secondary reference may be bodily incorporated into the structure of the 
primary reference; nor is it that the claimed invention must be expressly suggested in 
any one or all of the references. Rather, the test is what the combined teachings of the 
references would have suggested to those of ordinary skill in the art. See In re Keller, 
642 F.2d 413, 208 USPQ 871 (CCPA 1981). 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory acfion is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael J. Araj whose telephone number is 571-272- 
5963. The examiner can normally be reached on M-F 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





